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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
6/25/2008 has been entered. 

Election/Restrictions 

2. The species under examination is expanded to include Compound 1:4, which is 
necessitated by the claim amendment cancelling Compound 1:2. 

Response to Arguments 

3. Applicants' arguments, filed 6/25/2008, have been fully considered but they are 
not deemed to be persuasive. Rejections and/or objections not reiterated from previous 
office actions are hereby withdrawn. The following rejections and/or objections are 
either reiterated or newly applied. They constitute the complete set presently being 
applied to the instant application. 

4. Applicant's arguments, see pp. 5-6, filed 6/25/2008, with respect to the 
rejection(s) of claim(s) 1 1 and 1 7-20 under 35 USC 1 02 & 1 03 and 35 USC 1 1 2, 2 nd 
paragraph have been fully considered and are persuasive. Therefore, the rejection has 
been withdrawn. However, upon further consideration, a new ground(s) of rejection is 
made as follows. 
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The rejections under 35 USC 102 & 103 are withdrawn due to the claim 
amendment eliminating the compound of formula I, where A is l:2 from the claims. The 
rejections that follow are necessitated by the claim amendment eliminating the specie 
on which the previous rejections were based. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

7. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

8. Claims 11 and 17-20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ortlepp et al. ("Inhibition of the rennin-angiotensin system ameliorates genetically 
determined hyperinsulinemia"; 2002; European Journal of Pharmacology; 436: 145-150: 
IDS 3/25/2008 reference 1) and Yoneyama, et al. ("Cardiovascular Effects of L-1 58,809, 
a New Angiotensin Type 1 Receptor Antagonist, Assessed Using the Halothane- 
Anesthetized In Vivo Canine Model"; 2002; Jpn. J. Pharmacol.; 89: 193-196) in view of 
STN (RN 133240-46-7; 1991 ; accessed 9/15/2008). 

This rejection is necessitated by the amendment to the claims, cancelling 
Compound 1:2, on which the previous rejection was based. Ortlepp teaches the effects 
of angiotensin II receptor antagonist, irbesartan on the metabolic syndrome in an animal 
model, concluding long term treatment with an angiotensin-converting enzyme inhibitor 
or an angiotensin II receptor antagonist can ameliorate obesity and hyperinsulinemia in 
a genetically determined mouse model (abstract); initial administration of 0.0625 mg/g 
weight/day irbesartan, increasing to 0.2125mg/g at the age of 16 weeks was required to 
maintain an equipotent effect in reduction of blood pressure compared with captopril 
treatment (p. 146; Medication section); mice treated with Irbesartan had a body weight 
of 38.3 and a body weight gain and a gain of body weight of 4.3 g (Table 2); 
0.0625mg/g x (38.3-4.3 g) corresponds to 2.0125 mg initial dosage; 0.2125mg/g x 38.3 
g corresponds to 8.13875 g dosage at age 16 weeks. Ortlepp does not teach 
administration of compound l:4. 
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Yoneyama teaches L-1 58,809 is a new angiotensin II type 1 receptor antagonist 
(abstract) (according to STN RN 133240-46-7, L 158809 is a common name used for 
compound l:4; see STN RN listing; CN L 158808 with associated structure); blood 
pressure reduction is shown for 0.03 mg/kg, 0.3 mg/kg and 3 mg/kg (p. 194, Figure 1). 
3 mg/kg administered to a 40 g mouse would correspond to 0.12 mg dosage; 3 mg/kg 
administered to a 7 kg dog would correspond to a 21 g dosage; 3 mg/kg administered to 
a 70 kg human would correspond to a 210 mg dosage. It would have been obvious to 
one of ordinary skill in the art at the time of the invention to administer compound l:4 in 
place of irbesartan in the treatment of metabolic syndrome taught by Ortlepp, giving the 
method of the instant claims. It would also have been obvious to optimize the method 
based on blood pressure normalization for mice, dogs and humans, which would have 
given dosages within the ranges of the instant claims. The motivation to substitute 
Compound l:4 for irbesartan would have been the substitution of one art-recognized 
equivalent compound (Compound l:4) for another (irbesartan) in terms of angiotensin II 
receptor antagonist activity. The motivation to optimize the dosages would have been 
the routine optimization of amounts used for reduction of blood pressure and other 
metabolic syndrome symptoms. 

Conclusion 

9. No claim is allowed. 

1 0. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to TIMOTHY P. THOMAS whose telephone number is 
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(571)272-8994. The examiner can normally be reached on Monday-Thursday 6:30 a.m. 
- 5:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on (571) 272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Timothy P Thomas/ 
Examiner, Art Unit 1614 

/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



